BMJ Open publishes all reviews undertaken for accepted manuscripts. Reviewers are asked to complete a checklist review form (http://bmjopen.bmj.com/site/about/resources/checklist.pdf) and are provided with free text boxes to elaborate on their assessment. These free text comments are reproduced below.
Introduction
Paragraph 4, Sentence 1. "The amount of time for..." should be "The amount of time from..."? Paragraph 7. This sentence is unclear -does worsening of prognosis lead to delay in treatment, or vice versa? Paragraph 8. Change "benefiting" to "beneficial". Paragraph 10. Sentence 1. Clarify that the scales are specifically for use in the pediatric population. Sentence 2. The sentence refers to "a" (i.e. one) systematic review, but two systematic reviews are referenced; please clarify if the scales were identified in both systematic reviews. Also, the Rotterdam Symptom Checklist and Dupuis scales are linked by a hyphen -should these be separated? Methods Study design Sentence 1. Consider replacing "methodological study" (which is non-specific) with something like "study following established methodology for translation and cultural adaption". Sentence 2. Capitalize "Portuguese".
Participants and eligibility criteria Paragraph 1, Sentence 1 and 2. Does "2 stratified by age" etc. mean "stratified into two groups by age" etc.?
Phase I Paragraph 1. Change "Figura" to " Figure" . Paragraph 4, Sentence 2. Change "where" to "were". Paragraph 5, Sentence 1. Would this be the "preliminary" version rather than "final", according to the figure? Paragraph 6. There are two expert committees described in the preceding paragraphs, one with 3 members and another with 5 members. Please clarify which committee is being referred to. Paragraph 7. In the Results section and figure, there are two stages to the pre-test before a final version was created. Please describe here.
Phase II Convergent validity. Throughout this paragraph describing which items from the SSPedi were correlated with items from other instruments, use "with" rather than "from" e.g. "Changes in taste" with Children's International Mucositis Evaluation Scale... Pediatric Quality of Life Inventory. Clarify that the Brazilian Portuguese version was used.
Statistical analysis Sentence 4. Add "outpatient" in front of "infusion center" for clarity.
Results
Translation and cultural adaptation Paragraph 2, Sentences 1-4. Move to the Methods section. Change "IVC" to "CVI". Table 1 . Should the column heading "Cultural" be changed to "Content", in order to be consistent with the Methods? Specify which translation is represented (e.g. T12). Does "Committee" refer to the preliminary or final version? Which version does the CVI apply to? Paragraph 3. Clarify stratification as previously mentioned. Discussion Paragraph 2, Sentence 1. Change "insure" to "ensure".
REVIEWER
Maria Isabel Waddington Achatz Hospital Sirio-Libanes, Brazil REVIEW RETURNED 24-Jan-2019
GENERAL COMMENTS
The manuscript provides the validation of an important tool on the Validation of the Symptom Screening in Pediatrics. Validation process was done according to best international standards and it will be important in the daily clinics for Brazilian patients. I would just point that English language-review should be performed as a few inadequacies can be found in the text, i.e. in page 3 "can lead to a worsening of the prognosis". In page 17, i.e. there is a typos that needs correction, "who were in the in the process of literacy. 
REVIEWER

Allison Leahy
Children's Hospital of Philadelphia REVIEW RETURNED 02-Apr-2019
GENERAL COMMENTS
This was a well-done translation/cultural adaptation/validation study for a patient and proxy symptom self-report instrument for children undergoing therapy for malignancy. It's design and execution is appropriate, and the authors have successfully arrived at an instrument that can now be used in their population.
There are some minor grammatical errors that should be attended to for ease of the reader (example: Line 29 of "Participants and eligibility criteria" appears to be missing word(s) to make the meaning around the 78 retests clear). Additionally, while Response: Taking into consideration the reviewer's comments in regards to the clarity of the sentence, the decision was made to modify the sentence in order to make it more coherent as well as update the source information leading to a change in citation while maintaining the same author. Below are the following change: Previous text: "Symptoms, when not properly identified and treated, can lead to a worsening of the prognosis, which could cause a delay treatment, consequently impacting the quality of life." New text: "Identification and control of symptoms is vital in order to increase the quality of life in pediatric patients and reduce morbidity" (paragraph 5, line 24) c) Change "benefiting" to "beneficial".
Response: In agreement with the suggestion provided by the reviewer, we remove "benefiting" and changed to "beneficial". (paragraph 5, line 26 ) d) Paragraph 10. Sentence 1. Clarify that the scales are specifically for use in the pediatric population.
Response: In agreement with the reviewer we felt the need to clarify the specific use of the scales. The sentences was modified as follows: "The use of these scales specifically designed for the use in the pediatric population for symptom assessment have demonstrated to be promising in clinical studies." (paragraph 6, lines 30 and 31) e) Sentence 2. The sentence refers to "a" (i.e. one) systematic review, but two systematic reviews are referenced; please clarify if the scales were identified in both systematic reviews. Response: The reviewer's comment allowed us to identify that a duel reference placement had caused confusion. Two references had been placed at the end of the paragraph. Placement of the references has been modified. (line31 , ref 14 ) The original sentence does in fact refer to a single systematic review linked to a single reference therefore the original sentence was not changed.
f) Also, the Rotterdam Symptom Checklist and Dupuis scales are linked by a hyphen -should these be separated? Response: We thank the reviewer for identifying this confusion in punctuation. In agreement, the correct punctuation was inserted. Rotterdam Symptom Checklist and Dupuis are now separated by a comma. This comment also allowed us to insert symptom items within parentheses, that had not been added in the original.
The modified text now reads as follows: Dupuis (69-71 symptoms), Rotterdam Symptom Checklist -RSCL( discusses the discomfort of 39 different symptoms ) (paragraph 6 lines 6 and 7) 4-Methods Study design a) Consider replacing "methodological study" (which is non-specific) with something like "study following established methodology for translation and cultural adaption". Response : Following the suggestion offered by the reviewer, the sentences was reworded to give greater clarity. Text now reads: "It is a descriptive, cross-sectional study, that follows an established methodology for translation and cultural adaptation, which was developed in two phases." (paragraph 1, line 3 and 4) b) Capitalize "Portuguese".
Response : An oversight that has been corrected. The lowercase "p" in Portuguese has been capitalized. "Brazilian Portuguese"( (paragraph 1, line 7) c) Participants and eligibility criteria Paragraph 1, Sentence 1 and 2. Does "2 stratified by age" etc. mean "stratified into two groups by age" etc.?
Response: The reviewer's request for clarification has allowed us to see where the confusion lies. We were able to make the necessary changes to the wording in order to give a better understanding. We also made the necessary adjustments in other sentences we felt could lead to confusion. Phase I a) Paragraph 1. Change "Figura" to " Figure" . Response : An oversite during translation, we thank the reviewer for bringing it to our attention. The change has been made. (paragraph1, line 25) b) Paragraph 4, Sentence 2. Change "where" to "were". Response : We are thankful that the reviewer was able to point out this oversight. The word "where" has been replaced with the more appropriate "were".
(paragraph 4 line 6) c) Paragraph 5, Sentence 1. Would this be the "preliminary" version rather than "final", according to the figure?
Response : In agreement with the reviewer, this paragraph is in reference to the "preliminary" and not the final version. We thank the author for bringing this to our attention. Subsequently a further re formatting of paragraph 5 has allowed us to clarify this misunderstanding.
(paragraph 5, line 13 ) d) Paragraph 6. There are two expert committees described in the preceding paragraphs, one with 3 members and another with 5 members. Please clarify which committee is being referred to.
Response: The use of the term "expert committees" did in fact cause confusion. One of the groups was composed of the participating researchers of the study and not by a committee. We have clarified this and thank the researcher for bring this to our attention. We have removed redefined the group from "committee" to "researchers". The five member committee remains as a "committee". The text now reads: "The translated versions were compared to the original instrument by the researchers of this study knowledgeable in the construct of the instrument. An analysis and evaluation of the format of items and responses, sentence structure, similarity, meaning and relevance, was conducted. Based on the evaluation of the research group, a synthesis version (T12) was generated". (paragraph 3…, line 31…) "All versions were analyzed by committee of five specialists, an oncologist with experience in translation and adaptation, an oncologist, a pediatric oncologist, a pedagogue and a professional with experience in translations and linguistic adaptations." (paragraph 5, lines 10,11 and 12…) e) Paragraph 7. In the Results section and figure, there are two stages to the pre-test before a final version was created. Please describe here.
Response : The two stages in fact were two separate tests. The children's lack of literacy development made it difficult for them to understand the questions in the initial pre-test, therefore we found it necessary to make some adjustments to the items not understood. After review by the another committee of professionals, a final pretest was then conducted. The misinterpretation into two stages was caused by the unclear identification of a "preliminary" pre-test and "final" pre-test. The correct labeling of the pre-test was necessary and we thank the reviewer for bringing it to our attention. The text now reads: (paragraph 7 ) Phase II a) Convergent validity. Throughout this paragraph describing which items from the SSPedi were correlated with items from other instruments, use "with" rather than "from" e.g. "Changes in taste" with Children's International Mucositis Evaluation Scale... Response : We thank the reviewer for this suggestion. The replacement of the preposition "from" to "with" has improved the reading flow of the paragraph. ( lines 21 to 24) b) Pediatric Quality of Life Inventory. Clarify that the Brazilian Portuguese version was used. Response : We thank the the reviewer for this suggestion. We added the version number to the subtitle in order to properly identify the PedsQL 4.0, in Brazilian Portuguese was used. The subtitle now reads: "Pediatric Quality of Life InventoryTM (PedsQLTM) version 4.0 Generic Core Scales" (line 20)
5-Statistical analysis
Sentence 4. Add "outpatient" in front of "infusion center" for clarity.
Response: We agree that this addition gives more clarity and added in "infusion center". We thank the reviewer for this suggestion. (line 5)
6-Results
Translation and cultural adaptation a) Paragraph 2, Sentences 1-4. Move to the Methods section. Change "IVC" to "CVI". Table 1 . Should the column heading "Cultural" be changed to "Content", in order to be consistent with the Methods? Specify which translation is represented (e.g. T12). Does "Committee" refer to the preliminary or final version? Which version does the CVI apply to?
Response: The suggestion to the paragraph 2, sentences 1-4 was incredibly helpful. Moving of the suggested sentences allowed for a clearer understanding in regards to the the column heading "Cultural" as well as to what version Table 1 is in reference to. This change also helps to clarify the confusion regarding what version "committee" refers to. The results of the CVI were added before Table 1 . This makes it clear that the validity of content is used by expert committee evaluation, which evaluates the items of the instruments through the equivalences: semantic, cultural and conceptual. Furthermore, we found it necessary to remove paragraph 4 because it contained information previously stated in Methodology. New Text : "Regarding the CVI, all items showed adequate results (CVI ≥ 0.8). Of all the items assessed, four of the items obtained CVI = 0.80." b) Paragraph 3. Clarify stratification as previously mentioned.
Response: As previously mentioned by reviewer for clarification of stratification we have made the necessary changes to the wording in order to give a better understanding.
7-Discussion
Paragraph 2, Sentence 1. Change "insure" to "ensure". Response: We have made the suggested change from "insure" to "ensure" We thank the reviewer for identifying.
Reviewer: 2 I would just point that English language-review should be performed as a few inadequacies can be found in the text, i.e. in page 3 "can lead to a worsening of the prognosis". Response: We agree with the comment stated by the reviewer. The text in question has been modified to reflect a greater understanding of the idea presented. A new reference was included by the same author. New text:" Identification and control of symptoms is vital in order to increase the quality of life in pediatric patients and reduce morbidity"( paragraph 5, lines 24 to 25) In page 17, i.e. there is a typos that needs correction, "who were in the in the process of literacy. Response: We are grateful for the thoroughness of the reviewer. At times it is easy to overlook these small typos. The additional "in the" was removed.
Reviewer: 3 1-Introduction: a) The introduction on Page 3 need further revision into one paragraph. Response: We appreciate the suggestion presented by the reviewer. We have been able to modify the two paragraphs in order to join into one. The new text now reads: "Worldwide, it is estimated that 200,00 children and adolescents are diagnosed with cancer every year . In Brazil alone, pediatric cancer accounts for 1% to 4% of all cancer cases, and it is estimated that 12,500 new cases will occur by the end of 2018, of these, it is expected that only 64% will survive." (paragraph1, line 2 to 5) b) There is a need to make a comparison of SSPedi with other intruments, e.g. PROMIS.
Response: We do appreciate the comments by the reviewer. We found it necessary to review other instruments such as PROMIS and found that they did not fit the criteria we had established while conducting this study. SSPedi offered a multi-symptom screen tool that fit with in the parameters of what we had set out to do in our study. That is to offer a tool in the Brazilian Portuguese language that was fast, easy to understand and apply, for both the Proxy and Auto evaluations. "When compared to other symptom screening scales (PediQUEST, PROMIS, PSS), SSpedi stands out be a tool that is fast, easy to understand and can be used for both proxy and self-applied versions". (paragraph 8, line 17 to 19 )
c) The psychometric properties of the instrument's original version needs to be detailed.
Response: In response to the comments by the reviewer, we would like to present the following information. SSPedi is currently being validated in multiple languages, including Spanish and French. It has been developed for use in both paper and electronic format. The validation of the electronic version of SSpedi, for the self-applied version demonstrated to be reliability (internal consistency (alpha 0.86) and test retest (ICC 0.88) and inter-rater (0.76) For the proxy version, reliability, internal consistency (0.87) and inter-rater (ICC 0.76), the retest test was not evaluated. Demonstrating that the psychometric properties are reliable and valid for use in clinical practice. 2-Method a) There is a need to clarify the reason of choosing "48 to 72 hours" as the time interval for reproducibility assessment. Response: We thank the reviewer for presenting this valid statement. In our study, we measured the symptoms following the first day of measurement with a time interval of 48 to 72 hours. This was in accordance to the original time interval used in the original SSpedi study. We verified this time interval by discussing with the author of the original study of the instrument. We did not feel the need to go beyond these set parameters.
b) There is a need to clarify the reason of choosing "outpatient vs. inpatient scores and metastatic vs. non-metastatic patient" as contrasted groups validity assessment. And why other group comparisons were not used, such as age, gender, treatment types, cancer types, etc. Response: The validation of known groups, is performed through a comparison between groups that are considered to be in fact distinct. Thusly comparison of outpatients vs. impatient and metastatic vs. non-metastatic patients has been widely used in this same context. The comparison of other groups, such as age, gender, types of treatment and types of cancer, would be exploratory, not predicting the outcome in advance. We appreciate the reviewers request for further clarification in this regard.
3-Results a) Table 3 , Sociodemographic and clinical characteristics of participants needs information for the duration since cancer diagnosis. Response: We greatly appreciate this suggestion. We have added in Table 3 , time in months (mean and standard deviation) 4 -Discussion a) The ICC (95% CI) values was low, 0.54 (0.15-0.77) for the proxy-reported version, lower than the self-reported version. Please explain. Response: The test retest for the proxy-reported version was low. This will need to be evaluated in a subsequent future study. It's not possible to determine the cause based on our date, however it is possible that the perception of the parents could have changed. It is possible that the perception of the parents was not consistent throughout the reporting. We thank the reviewer for bringing this to our attention as we feel that a future study may be necessary in order to evaluate this inconsistency. It is necessary to point out that in the original study, the test retest of the validation of the proxy reporting was not done.
b) The correlations hypothesized a priori seems low in convergent validity for most items. Please explain.
Response: Our hypothesized values were above par in relation to the original study. As in the original study, our study used the correlations between the total SSpedi scores with the items hypothesised in a priori of the instruments PedsQLTM, FPS-R, PeNAT and CHIMES. In our study, correlations were hypothesized using the Spearman test (r≥0.4), ranging from r = 044 to 0.70 for auto version and r = 0.44 to 0.62 for proxy. In comparison to the original study that hypothesized correlations of items from the same instruments using the Spearman test r> 0.25. The values presented (r = 0.38 to -0.45) for proxy version and r = 0.46 to r = -0.54) for auto version. We appreciate the reviewers request for more information.
c) There is a need of expressing limitations.
Response: As always, we greatly welcome and appreciate any insight by the reviewer. In accord with the norms of the journal, we have described the limitations of this study under the subheading "Strengths and Limitations of this study" d) Further discussions are needed regarding comparing the validation results between Portuguese language and English language.
Response: The findings in the Brazilian Portuguese version of SSpedi are consistent with the validation of the original scale. Our data demonstrate that the validated version had a correlation with the original and that it was considered adequate, as it presented similar values in the psychometric properties that were evaluated. Reliability (Cronbach alpha 0.86 original and 0.77, translated version, test retest 0.88 and 0.77 respectively). These findings support the feasibility and reliability of the instrument.
Reviewer: 4 a) There are some minor grammatical errors that should be attended to for ease of the reader (example: Line 29 of "Participants and eligibility criteria" appears to be missing word(s) to make the meaning around the 78 retests clear).
Response: We would like to thank the reviewer for bring this to our attention. We have formatted the sentence. The clarified sentence now reads: New text: …."157 participants (116 patients, stratified by age, 7 patients per age group and 41 proxies 4 stratified by age, 4 patients per age group), and 78 retests (53 patients and 25 proxies). (Paragraph 2, line 15 to 17) "Re-tests were then performed on 53 patients and 25 proxies for a total of 78 participants". (Results: paragraph 5, line7 and 8) b) Additionally, while Table 4 is largely interpretable, it is unclear what the final column "Alpha if item Deleted All" means -and thus the reader is unable to confidently interpret the significance of that final column,
Response: An evaluation of the necessity of this column in Table 4 was conducted. A conclusion was reached that the information was not necessary therefore resulting in removal of the column. An updated version of Table 4 has been included. We appreciate the reviewers comments in regards to this matter.
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